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REASONS ACCOMPANYING PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Sir: 

This Request for a Pre-Appeal Review Conference is being filed in response to the 
Final Office Action mailed August 8, 2011 in connection with the above-identified 
Application, concurrently with a Notice of Appeal and the required fee. A response to the 
August 8, 2011 Final Office Action ("Final Office Action") is due November 8, 2011. 
Accordingly, this paper is being timely filed. 

In this paper, Applicants identify (I) an omission of essential elements required to 
establish a prima facie rejection and (2) errors in facts in the Final Office Action. No 
amendments accompany this request. 



In the Final Office Action, the Examiner rejected claims 50-51 and 58-60 under 35 
U.S.C. § 1 03(a) as being unpatentable over Anggiansah et al ("Primary Peristalsis is the Major 
Acid Clearance Mechanism in Reflux Patients," Gut 1994; 35: 1536-1542) in view of 
Johnsson et al. ("Determinants of Gastroesophageal Reflux and their Inter-relationships," Br. 
J. Surg., vol. 76, No. 3, pg 241-244, March 1989). 

According to the Examiner, Anggiansah discloses a system for measuring 
physiological parameters in the body of a patient indicative of gastroesophageal reflux, the 
system comprising a monitoring device, said monitoring device comprising a housing 
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adapted to be implanted in the body of a patient by attachment to tissue inside the body (the 
Examiner cites to using micropore tape; Anggiansah, pg. 1537 left col.). Final Office Action, 
p. 3. The Examiner asserts that \TO'w.dictionarv.com defines implant as "inserted into the 
body." The Examiner further asserts that "[t]he tape used to secure the catheter even if placed 
outside the body nevertheless causes 'attachment to tissue inside the body'," and notes that 
the claims do not recite the location and nature of said attachment (See Final Office Action, 
pp. 8-9; emphasis added). 

The Examiner acknowledges on p. 8 of the Final Office Action that Anggiansah does 
not expressly disclose that the determination of gastroesophageal reflux is based upon both 
the pH and pressure signals and cites to Johnsson, which, according to the Examiner, teaches 
that pressure data is highly valuable in gastroesophageal reflux determination and is the 
single variable that correlates most strongly to the amount of reflux determined using at least 
pH monitoring. 

According to the Examiner, since Johnsson teaches that pressure data is so valuable in 
the determination of gastroesophageal reflux, it would have been obvious to one of ordinary 
skill in the art to have the determination of gastroesophageal reflux performed by Anggiansah 
be made with both pH and pressure signals. 

Applicants respectfully disagree with the Examiner's assertions. 

The Examiner cited definition of "implant" as being "to insert into the body" is 
incomplete, requiring an aspect of fixing or permanence to be complete. The "implant" entry 
at dictionary.com defines the verb implant as (emphasis added): 

1 . to put or fix firmly: to implant sound principles in a child's mind. 

2. to plant securely. 

3. Medicine/Medical, to insert or graft (a tissue, organ, or inert substance) into the 

body. 

fhttp://dictionarv.reference.comA)rowse/implant) For example, if the Examiner's 
definition was complete, a toothbrush while being used or an aspirin tablet while being 

swallowed would be "implanted". The Examiner fails to recognize the more complete and 
thus more accurate defmitions, e.g., (A) "to put or fix firmly"; and (B) "to plant securely." It 
cannot be said that Anggiansah' s catheters are fixed firmly or planted securely in the patient's 
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esophagus because, essentially, Anggiansah's catheters dangle in the esophagus. Applicants 
note that it may be said that Anggiansah's pH catheter and reference catheter are fixed to the 

patient's cheek, but a patient's cheek is not a "tissue imide the body." This difference is not 
trivial - where the device is implanted affects fimctionality. 

The Examiner seems to ignore Applicants' claim 50 limitation "... implanted in the 
body of a patient by attachment to tissue inside the body," when asserting on page 9 of the 
Final Office Action that the claims do not recite the location and nature of said attachment. 
Applicants point out that the claimed location is "Hnside the body" and the nature is "by 
attachment to tissue inside the body." 

In maititaining this rejection, the Examiner is essentially saying that "attachment to 
tissue outside the body," is equivalent to "attachment to tissue imide the body." Applicants 
respectfully disagree. 

Further, according to the Examiner, Anggiansah's system necessarily contains a 
housing structure on which said sensors are placed (Final Office Action, pg. 9). Applicants' 
claim 50 requires "a plurality of sensors including in said housing". Anggiansah's system 
includes a commercial pH sensing catheter (Synectics Medical, Sweden) and a separate 
commercial pressure sensing catheter (Gaeltec, Isle of Skye, UK). The two catheters are not 
placed in a housing, but rather they are bonded together for the purpose of the study (see 
Anggiansah, pg. 1537, right col.). 5o«£/erf together is not equivalent to /zow^e J together, and 
thus Anggiansah does not teach or suggest at least this element of independent claim 50. 

In addition, independent claim 50 recites, inter alia, "... determines at least the 
presence of gastroesophageal reflux based on each of said plurality of signals received from 
said plurality of sensors." Johnsson teaches only that pressure is an important factor in 
determining the amount of reflux, not necessarily the presence of reflux. Applicants note 
further that, in Johnsson, the presence of reflux appears to be determined with a similar 
sensor as that in Anggiansah; that is, by pH. For example. Figure 1 in Johnsson is the 
"[rjelation between pressure in the distal oesophageal high pressure zone and percentage of 
time with pH<4 by pH monitoring." Also in the methods section of Johnsson, on page 241, 
right column, it is stated that "[t]he amount of gastro-oesophageal reflux was expressed as the 
percentage of time during the monitoring when pH was <4 in the oesophagus." This is similar 
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to Anggiansah where a "reflux episode was defined as starting when pH fell to less than 4 
and ending when the pH rose to 5," (see Anggiansah, Abstract) Thus, as in Anggiansah, 
Johnsson uses only pH to determine the presence of reflux, while pressure is used to correlate 
the amount of reflvix. 

Applicants note that Johnsson is a study as to what extent various parameters affect 
the amount of reflux. The Examiner relies merely on a correlation between the pressure in the 
distal oesophageal high pressure zone and the amount of reflux. Applicants note that 
Johnsson does not teach or suggest anything regarding a correlation between pressure and the 
presence of reflux. As such. Applicants point out that Johnsson does not truly add anything to 
Anggiansah with respect to determining the presence of gastroesophaageal reflux and the 
combination of Johnsson with Anggiansah does not render independent claim 50 obvious. 

Additionally, in Johnsson, pressure is measured in the distal esophageal high pressure 
zone, whereas in Anggiansah it is measured in various regions of the esophagus. Applicants 
respectfully assert that the correlation between distal esophageal pressure and amount of 
reflux in Johnsson is sufficiently different fl-om Anggiansah's measurement of pressure 
throughout the esophagus, such that a person of skill in the art would not combine the two. 

In view of the foregoing, Applicants respectfully assert that independent claim 50 is 
allowable. Claims 51-60 depend, directly or indirectly, from independent claim 50 and 
therefore include all the limitations of that claim. Therefore, Applicants respectfully assert 
that clahns 51-60 are likewise allowable. Accordingly, Applicants respectfiilly request that 
the Examiner withdraw the rejection to independent claim 50 and to claims 51-60 dependent 
thereon. 

In the Final Office Action, the Examiner rejected claims 52-55 under 35 U.S.C. 

§ 103(a) as being unpatentable over Anggiansah in view of Johnsson, and fiirther in view of 
Brune (U.S. Patent No. 5,984,875) and rejected claims 56-57 under 35 U.S.C. § 103(a) as 
being unpatentable over Anggiansah in view of Johnsson and Brune, and further in view of 
Kumar et al. (U.S. Patent No. 6,416,471). Applicants respectfully request review of these 
rejections. 

Applicants assert that none of Anggiansah, Johnsson, Brune or Kumar, alone or in 
combination, teaches or suggests all elements of independent claim 50. Anggiansah and 



APPLICANT(S): KILCOYNE, John T et al. 
SERIAL NO.: 10/687,336 
FILED: October 16, 2003 

Page 5 

Johnsson have been discussed above with respect to independent claim 50, and that 
discussion is applicable here. Brune and Kumar are also silent as to "...a housing adapted to 
be implanted in the body of a patient b}' attachment to tissue inside the body," and 
determining "at least the presence of gastroesophageal reflux based on each of said plurality 
of signals received from said plurality of sensors," and cannot cure the deficiencies of 
Anggiansah and Jolmsson. 

Each of claims 52-55 and 56-57 depends, directly or indirectly, from independent 
claim 50, and therefore include all the limitations of that claim. Therefore Applicants 
respectfully assert that claims 52-55 and 56-57 are likewise allowable. Accordingly, 
Applicants respectftilly request that the Examiner withdraw the rejections of claims 52-55 
and 56-57 under 35 U.S.C. §103(a). 

Conclusion 

In view of the foregoing amendments and remarks. Applicants assert that the pending 
claims are allowable. Their favorable reconsideration and allowance is respectfully requested. 
Should the Examiner have any question or comment as to the fomi, content or entry of this 
Amendment, or if there are any further issues yet to be resolved to advance the prosecution of 
this application to issue, the Examiner is requested to telephone the undersigned counsel. 

The fee for filing a Notice of Appeal is being filed separately. No other fees are 
believed due in connection with this paper. However, if any fee is due, please charge any fees 
associated with Ihis paper to deposit account No. 50-3355. 

Respecmilly submitted. 



Calelmjllack 

Attorney/Agent for Applicant(s) 
Registration No. 37,912 

Dated: November 1, 2011 

Pearl Cohen Zedek Latzer, LLP 

1500 Broadway, 12th Floor 
New York, New York 10036 
Tel: (646) 878-0800 
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